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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 3/27/08 . 
2a )^ This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 3-7 and 14-17 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) IEI Claim(s) 3-7 and 14-17 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1 . This action is in response to tine amendment filed March 27, 2008. Applicant's 
arguments and amendments to the claims have been fully considered but are not 
persuasive to place all claims in condition for allowance. 

The previous rejections of claims 8 and 13 under 35 U.S.C. 103(a) have been 
obviated by the cancellation of these claims. 

2. Claims 3-7 and 14-17 are pending and have been examined herein. This action is 
made Final. 

3. It Is noted that the reply of March 27, 2008 does not Include a complete or accurate 
record of the substance of the interview of January 3, 2008. See MPEP 71 3.04 and the 
Summary of Record of Interview requirements attached to the interview summary 
mailed January 15, 2008. A complete reply to this Office action must include a record of 
the substance of the interview of January 3, 2008. 

Maintained Rejections 
Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 
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Claims 3-6 and 14-17 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Slaugenliaupt (US 2005/0204409). 

Slaugenhaupt (pages 10-12) teaches methods for detecting the presence of a 
mutation in the IKAP gene (referred to therein as the "IKBKAP" gene). In particular, 
Slaugenhaupt teaches methods which detect the presence of the T to C substitution at 
position 6 in the donor splice site of intron 20 and methods which detect the presence of 
a G to C transversion in exon 19, which results in an arginine to proline substitution at 
amino acid position 696 (referred to therein as nucleotide position 2397; see page 1 , 
column 2). Slaugenhaupt teaches that the presence of each of these mutations is 
associated with the occurrence of FD (page 11). With respect to claims 5 and 6, 
Slaugenhaupt teaches that the nucleic acid to be analyzed is obtained by PGR 
amplification (page 4, column 2) and that the mutation may be detected by SSGP 
analysis (page 5, column 2). Accordingly, the method of Slaugenhaupt anticipates the 
claimed invention. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.G. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill In the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Glaim 7 is rejected under 35 U.S.G. 103(a) as being unpatentable over 
Slaugenhaupt (US 2005/0204409). 
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Slaugenhaupt (pages 10-12) teaches methods for detecting the presence of a 
mutation in the IKAP gene (referred to therein as the "IKBKAP" gene). In particular, 
Slaugenhaupt teaches methods which detect the presence of the T to C substitution at 
position 6 in the donor splice site of intron 20 and methods which detect the presence of 
a G to C transverslon in exon 19, which results in an arginine to proline substitution at 
amino acid position 696 (referred to therein as nucleotide position 2397; see page 1, 
column 2). Slaugenhaupt teaches that the presence of each of these mutations is 
associated with the occurrence of FD (page 1 1 ). The reference also teaches that the 
nucleic acid to be analyzed is obtained by PGR amplification (page 4, column 2). 
Slaugenhaupt exemplifies primers for amplifying nucleic acids to detect the T to G 
substitution at position 6 in the donor splice site of intron 20 and the G to G transverslon 
in exon 19 (see page 12, col. 1). Slaugenhaupt does not exemplify primers consisting of 
the sequences of presently claimed SEQ ID NO: 6-9. 

However, Slaugenhaupt does teach the genomic sequence of the IKAP gene 
(see Figure 6 therein) and teaches that the cDNA for this sequence was known in the 
art at the time the invention was made (see page 10). Given the disclosure of 
Slaugenhaupt of the location of the 2 mutations within the IKAP gene, the disclosure of 
the genomic and cDNA sequences flanking the 2 mutations, and the disclosure of the 
use of PGR primers to amplify nucleic acid sequences containing the 2 mutations, it 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to have generated additional primers, including the primers of present SEQ ID 
NO: 6-9, in order to have facilitated the detection of the intron 20 splice site and exon 19 
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mutations. Designing primers which are equivalents to those taught in the art is routine 
experimentation. The parameters and objectives involved in the selection of primers 
were well known in the art at the time the invention was made. Moreover, software 
programs were readily available which aid in the identification of conserved and variable 
sequences and in the selection of optimum primer pairs. The prior art is replete with 
guidance and information necessary to permit the ordinary artisan to design additional 
primers for the amplification of IKAP sequences containing the FD associated mutations 
in the intron 20 splice site and exon 19. As discussed above, the ordinary artisan would 
have been motivated to have designed additional primers for amplifying IKAP 
sequences so as to have provided additional primers which could be used to amplify 
and detect the FD mutations in the intron 20 splice site and exon 19. Further, the 
ordinary artisan would have had more than a reasonable expectation of success of 
obtaining additional primers for amplifying IKAP sequences. Thus, for the reasons 
provided above, and in the absence of evidence to the contrary, the primers of present 
SEQ ID NO: 6-9 and the use of these primers in methods for detecting the FD mutations 
in intron 20 and exon 19 would have been obvious to one of ordinary skill in the art. 
Response to Arguments / Remarks 
In the response of March 27, 2008, Applicants state that according to PAIR, the 
application underlying the '409 publication is not in condition for allowance. Applicants 
state that it is therefore permissible for Applicant to antedate the '409 publication based 
on Applicants 131 Declaration. 
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These arguments have been fully considered but are not persuasive. As 
discussed in the prior Office action and in the interview of January 3, 2008, an affidavit 
or declaration is inappropriate under 37 CFR 1 .1 31 (a) when the reference is claiming 
the same patentable invention as that claimed in the present application. See MPEP § 
2305: 

Ordinarily an applicant may use an affidavit of prior invention under 37 CFR 
1 .131 to overcome a rejection under 35 U.S.C. 102(a) or 102(e). An exception to 
the rule arises when the reference is a patent or application published under 35 
U.S.C. 122(b) and the reference has claims directed to the same patentable 
invention as the application claims being rejected. 37 CFR 1 .131(a)(1). The 
reason for this exception is that priority is determined in an interference when the 
claims interfere. 35 U.S.C. 135(a). In such a case, the applicant must make the 
priority showing under 37 CFR 41 .202(d) instead. 

Since the '409 publication and this application are not commonly owned and 
because the application underlying the '409 publication has claims directed to the same 
patentable invention as the claims being rejected, the '409 publication can only be 
overcome by establishing priority of invention through interference proceedings. 
Regarding interference proceedings. Applicants attention is directed to MPEP 2304.02 
and 37 CFR 41 .202. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
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TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from tlie examiner sliould 
be directed to Caria IVIyers whose telephone number is 571-272-0747. The examiner can normally be 
reached on Monday-Thursday (6:30-5:00). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Ram 
Shukia can be reached on 571-272-0735. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic Business Center (EBC) 
at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer Service Representative 
or access to the automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272- 
1000. 

/CarIa Myers/ 



Primary Examiner, Art Unit 1634 



